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NEW DELHI, THURSDAY, JUNE 30, 2005/ASADHA 9,1927 


3ftT tiRe«< %t^|U| tin Hq 


^ 30 'IJji, 2005 

m^.f^.431(3l).—3Tt^ 3ik IfRUEFT WTJft PlTFf, 1945 ^ 3it? ^?r?ft£R 

^ ^yfcHTTr f^rzPTt ^ Tirg? 'H'^cbK, sflY JRTTSFr Wnft 

3Tf^1^, 1940 (1940 ^ 23) ^ gm 12 3ik EiNT 33 ^ 

mwi 3ik Tmm (w^ l^iTFr) ^ arf^rgg^r 733 (3t) 

8 2004 ^ 3T#T TfRcf ^ ^IFT 2, 3, (i) 8 

Wg?. 2004 ^ ;ra5Tf^ %51T W gr ^ oSff^ 

\3'H dl'^l'a ^ ^Kd ^ v5'd g>t jrfctgr f^RF^ Njgg STf^RjcpU 

5Tggftrg gJt ^ < unm gRi ^ Tjf gjif^ cfhr ^ ^ 

3n^ 3jk ^g?rrg wt ^ ; 


3?k^THTO^'5lW 11-11-04 ^^Sprai^jF'39^«ff; 


3ik vjcfg FTRW w uRcfT ^ 5fM 3 TtM TH ^fTT^ gRT 

■fcTgRf^wt ; 


1951 GI/2005 


(1) 
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m-. m 'HN!chN ^jcFfr ^ ernr 12 3 #? smr 33^ srt ^ 

m ?TcF^t^ ^l^chN effi ^ W»T?t ^ cfSH 

iTHrgw wnff l^ran, 1945 aik ^ Rnf^Rsid % 

aTs^^cT :- 
\ 

1. (1) ^ f^TJptr ^ "TFr aM^ afk ' f^, 

2005 t I 

(2) ^ >!MMd ^ cTT#?I ^ 5 IfH #ft I 

2. aM^ ak 5 Rn£H TTPnft l^m, 1945 ^ ai^^ ^5 ^f- 

(i) ^ fktr 31 ^ fcTf^RWcpT^ afk afk TRkft cTSTT 

^ akmatf c^ ^ “ aik ^ 3 rt l^rWiwiit f^ijicbdN ^ 

vifTW” ^ ^ w, “ afk Rw 2001 ^ 134 ar^f^ 
fg^i^arf ^ ^ k?^, ckf ar^ kkFfe^ f^iiicbdiM ^ wrnr I” 

I 

(ii) WT 1 Tf, “ ^rfkkf afk wnft ^ fki? ai^ fcikmkrcpkt ■#fcf> aik “1. 

^£TR 0 T ak^lk” #^cf 7 c^ 3 T#T- 

(^) ^ “3. vicMicjd ^ 3.4 if WT crm if ark ^ 11^ “ kaiilk 

C5T% ^ “SJ^ l^cfjRld :?r^ ^ uTkk ; 

(^) “ 7 . ^ T^fTfST, ark wes^dr” k 7.7 if “wr? cfffer^, ?rav 

tfnak k ^ k T^iFT ^ “ TfT^ kferm ^ #5 ^ ^ ^anrjk ; 

(k ^ “ 8 . fcfkrRkr TTffF)^ aik fkiraw” k ■^kr 8.2.2 ^ “ f=T ^ 

ij2TcFcf>^ ck arjm^ aik kmaft k arkik^ k thst y^kid f^ 




vJTFPTT I” ■?I^ ^ ^SJcf^RUT ^ 3T5?5RT sfk ^3Tt 

^ tiTifi^T 3Tf^r^ ^ wr t^f^TRT^ wttt r ; 

(^) ^ “ 8. I^P | h 1» 1 >Hf^<M l l< 3lk R4i=i PT ” 8.2.9 ^ ‘%n ^81^^ ST^cF^ 

^ ^ ^ ^nw ^ ^ ^ 3rF4tf^ wnft ^ 3ik ^ wfJI ^ t 

RH>Hcbl 5^: ^ WTT tl” ^ i> W ‘%TT ^81^^ ^f?f$RT 

^ Bt^TT ^ CTPM eft ^ 'HIHjft ^ 3ik^ 'HHift ^ t fvJRT^ 

y'8'^d ^ Mc^'^ t I” ^ ^ W?ft I 

(^ % “2.5. f^cRW 3ft$r^” ^ 'dM^'il 25.2 “fftcTM eft aft^T^ ^ ^ ft ^ 
vjillift fftj afNf^ ^ tw cpT, ^ ftt 3TT^?W #cr ^ dcct^id afk ^ WT ft 
ft^ ^ fcTt? xjMftlWcrf ^ W cFTRIT ^ ^ I” '^T^ ^ W=T qY,“ 

fftcRW ^ ftift ft ^ wjft fftraft f% ^ ftt #cr ^ 

cFcfTM ^ ijftw ft clFRT ftft ^ W ^ I” ■?I^ ^ ■^jTTftft 1 

(iii) ^ 1^ ft “ vjft'^l'^^ vJcMIcif, 3rtftcR Iftfftfftftr ft ^ 3fk 

^ TTT^ ft SrrftcT^ ^ yftcllu^^H ft^ fftfftfftft ^ fftfftftur ^ 

SrftSTTftl” J^ftftch' ^ 3 Tftt^ :- 

(1) 3 “ XJIR ^<sfd^l Muiuft (cf5*^ij qidl^«j;>clH)” ft - 

(^) 3.6 ft “Mf ^ ^ ^ ^ ^ 3 TTW?W ftr ftr ftf^FTR ^ 

MT? ^ ^ ^8IPT tR “ftoft ^ cjft ^ W8I 3ft? ftftt ftfcT 

ft Wft fftRTft ft ft^fftcT ^ ; 

(?l) vjMftx! l 3.10 ft “ cfTFTR 3ft? 3n^ 27° ft.ft. ft 3ftft^ ^ ftftt 3ft? 

^?FRT 3IT^eft 55 PrfrRRT ftftt ” !?l«|l, 3T^ 3ft? 3T§rft ^ ?8TR ^ “ dlM*1M 
3ft? 31T^ SfFRT: 27° + 2 ft.ft. 3ft? 3TT^ 55 Plftw + 5 #ft” 

3ft? 3rcio ?^ vjfrftft ; 
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(’T) 1 f^Hf^Rdd WRiJft ^ uTTCpft, STSife :- 


P|njJTc||uj vitMKj cll^ # cB# tBT q ^ ff«l>^U| 



f^^f^lRsid ^ ^ X3^ 3Tto cf^to xftef 3T55ncT cBuft ^ 

3TfteTfT TTW 


c^ ^i| (^) 

(cf>) 


0-5^ 

5^ 

0.5^ 

5^ 


3500 

0 

3500 

0 


3500 

0 

3,50,000 

2000 


3,50,000 

2000 

35,00,000 

20,000 

i (^) 

35,00,000 

20,000 

f^f^d ^ 

^ t (^) 

f¥^d ^ 

^ t (^) 


(^) f^OTT ^ ^ 3T cTif 100 ^ 3.5 ^ 3Tlf ^ 3^1 ^ 5, ^ 

cRW 31 ^ 1000 ^ 4.5 ^ 3nf 3Tt ^ 6,” ^ 3ik 

3TcF?r ^ WT XR, “ ^ 3T 3jk 3TT 100 ^ ^ X:PT 3.5 ^ ^ 5, ^ 

^ 3fk 3TcB ^ vJITXpt I 

(^..) ^fTRXjft 3 ^ JT^ T[ 3I#?r 3IT^ cTI^ ?Ie^ “vj|^ ift WHFJRT; ^QfcRT #” 

^ X[9ipr XR “XifiT 3IxHmMd ?Ie^ XRt XSEXj^ | 

(11) “ 6. ^^-cycH” ^ 6.4 ^ #5 # WI ^ XjTTzftXT ^ f^ 

^^txTTXJxTRft ^ cfJcRDT ^ 3Ic>ct7)6c1 ^ 3TT5Tff MlMl^d 3IccbY6d ^ 

XJUcTT t cl?f vJ^ic^l STtcl5 f^lPlRcl ^ RPiRd fcf^ vjiK'JII 3fk 31X1 f^d ^ # 
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gjf^ vJM^cKl (^'HsbPlfcT SITErpfr ^ f^cRPT P^cC'^ ^ I” 

^ ^SIFT ^ 3Tc5)Her ^ 3315^ hIhi^ci 3icopied ^ '^h-mVi 

’^VllujHI^n ^ #5 ^ ^ ^ ^ \}M#T ^ ^ d^chi'lioi ^ f^5Tir vjTRTT t ^ 
vj'dch^ ^ ^ ^ 8lt^ RPlI^d ^TpT f^Plf% vjiUJJll I” ^ ^ Wjit I 

(III) ^ “ 8. 3jk IJFlTcft” ^ 8.9 'dt4H4> Hl% 100 R#. ^ 

10 ^ 3rR^ ^ ^€*T 'MR RfMn ^ ^ cp^-'H I 'dt4*ich ^ 

Rpr ^ 3nf ^ |c|PR?I ^ ^ 3fk 0.25 ^ 3RfMi ^ 

3R: Rwg ^ ^ ^3^ #ft I ^ 'mf^ ^ *ii-i1cRj( c^ w 'iM^<w 

cbl4 aR ^ I” 51^, ^ 3fr? 3T«R m ^ 1^ ^5ntpTT I 

(IV) ‘•TFT 1 ^ ^ Tpra^ ^ 3n^ 4 (Rf^ 3fhr cp^^d) RfRtw c^ 

RRR^ aRsn^” #4^ ^ 3RR- 

(^) 1 R, “ 'diy('<“[” #4 ^ 3 t4R vj 4^I'{1 1.5 'p^T'(i ^ 4R 

Mallei'^•4R ■5?TTcj ^ Rndni ^ ^ F«^i5d R^n 

WcTT t ^ ^3it ^ RRcT 'S'T ^ HlPld^ ^ WRt 3lk vidTIdH sfR cWlfd^l 
3T | !^c| l ^d fRrnt ^ ^ f4>'tfl TJF^T •tR'ITT ^ dl^l ^ vJiep) 

cRgJTcT ^fjRl I” ^ ^ WT W ^ ^ 

zrr PTHdi T f \3McREJ ^5^ ^ ^^Rgrart ^ R><<i didi t w 

^ ^3ff RziRrt ^ ^ HiPie-^ ^ wRt 3ik Rwtricit ^ ^ 
3ik cKi i lgi4 t 3iT?m^ RmR ^ sfPT ^ ^nw i” ^ i 

(^) ^ “ 2. ^51^, R«n^ ^5^ cb<$cbim” ^ 2.1 A “ 'dM'tch'i) ^ ^ 

Rbcb4c 5 RttJ wR” ^ ^ ^«TH ^ ^ ^ ^ 

yRcf) M^idd ^ Rn? 'dnRd ^ ^ 1^ R^ ^ wR i 

(Y) Tfpy -|_7T if “ ^^Clcff ^ (Rm, 3r5#?, R«TW 3ik STTeTTf^T^) RRPtRt ^ fefTJ 

(4P i R » g 3R«TTq” R 3 RR - 

(^) ^ “1. WT 3ik ^ 1.8 “ 't^^cl'H MtcT” ^ ^ 

R># 3Rr -d^Rid wnJt ^ sfR w «n# afR Rr^4t R’ 

v5ft% vjfT^ 1 

(^) “ 3. RRrRt ^ 3.1 “ RRmfro^t g>TfiR? ^ 

cfjT ^ Rr^ ^ r ^ m, “ RR^iRi^ 

chiRc5 ^ sRRrt WTT^ ^ ^ MR R Rt^ ^ 

ttiR I” ^ M I 

(VI) w\ 1 ^ “ 'HRfM ? 3dJiR RR ^if=^ RRfMr (sfR, w^r, R^t^jt, Rr?PT, 

Rct, ^sRbr Mi'd'^'^ sfR ^ R 'i^T^ R RRrWi R Rn? RRR^^ aRerFTj” #4 4? 
3RR,- 
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(^) 2 ^ 3Tf^ ciTjq ^ ^ 3TT^ ^ I” cfTT 

WPTT I 

(^) 5 TT ^ ^■yVl 1%^ vji|i^J||” ■?Te^ 

WI>Tf 31^ 'CiHlJl ^ ^i|Vl tcfj^ \j||l)4|| I” ^ I 

(VII) wr 2 #, “ 3ik ^ ^ 3?#=!,- 

(3T) % “1. fW^” ^f,- 

(^) ^ (1) A “ 3 fk WIT ^)” ^ 3 ik c^ 

“f¥^T 3ik ^iFgRUT ^ 3TflmFRT: ^ 3RT 

Ri^Rid wnft c^ # I” ^ ^ ^sinj^r I 

(^) (2) ^r, “ v^c^^'S cficcD” ?rs^ C^ T^ETRT “ ^f^^TeTfR^tcT 3ITETFr” 

3 m:'?SITl^r^ uTEpt I 

(^) ^ (S) “ (R^d SKl ^ifcld)” ?!«;) 3it? ctTjoocr) cpT citT f^<<l WpiT I 

(^l) 8 ^ ^ 3TEftP ^ (2) ^ WTcI f=rHf^Rad ^ 

WXpTT3T2lfcT :- 

“f^OTOT - ^ ^ ^ 3^5^^ ^ ^ 3I^SIT 1 uprall, 2002 ^ ^ 

^ cTP]; #ift I” 

(3IT) ^ “ 2. ^ f^rf^f^” ^,- 

(i) (i) ^r, “ Rf^d 3ik ^ c^ WT T7, “ 

3tk ^ ^ 3lRHMdl '{=^Hcl'H ^?€ler IR 3RI xH^Rld 

WTlft ^ #’ ■?I^ ^ vifEt^ 1 

(ii) (9) ^ T?WRT c^ 31^ ^ 2 ^ T^^TIcT Rnf^f^d WEPU, 

3T8jfcr :- 

s 

“f^npT 1TFT ^ 3r54%I ^ ^ 3rcr«TT 1 vJRcr^t, 2002 ^ 

^ ^ ^ #ift I” 

(?) ^f,- 

(^) ^ 5frw ^f, “ cTT^ ^ W, “ ^'4)?d H?fR” 

wpt ; 

(^) % 3.1 ^ 

(i) ^ (^) (4) ^r, “ TTjeT^’ ^ WT T?, “ ^ 3Frf^ 

^l«q ^ Wirpf • 
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(ii) ( 75 ) ^ ( 5 ) zra” ^ wq w, q^§M 

^ “jft 3?^^ uTT^ ; 

(iii) 7^5 (^) qft (i) :?ie^ ^ q^gicT, sttstr ^ 

3RT ^rmtlt” ^ 3RT:wf^rcr wpr ; 

(iv) 73^ (et) ^f ( 6 ) ^ q^xTRi Pinf^Rad wr^r, arsfe :- 

“f^apr[ _ ^ TfpT T^r afjqjftil ^ ^ ^f 3Ttr«TT 1 viHcf^, 2002 ^ 

xjRH'f^^d ^qq^Tff cTT^ ^ ^ ;” 

(^) ^3q^ 3.2 ^r “ ^ 3?^ 3Rr ^r Rnf^Rad 3Rr:^MTf^i^ vwn, 

Qi{^ :- 

V 

“f^iqui :- ^ WT 3T^q#si ^ ^ ^r 3 i^5IT 1 vJRq^, 2002 ^ q?^ 
?qq?7fr Cf5t c^ q# ^ r 

(^) ^q% 3.4 ir, “ /f^^rqTjftq” qq ^ qmrnr i 

(i) “ 4 . qra^R :” # 

(i) qq ( 5 ) tT “(f^ §Rr ^qrf^)” ^ ^ ^ wqqr; 

(ii) “^. - ” ift^ ^ 3T^ftq 3m ^ qft^ qrrqqr, 3TajfcT :- 

“f^OTtJT-^ qm ^ 3Tf%f^ q5§r ^ W ^ 3T^«IT 1 ^Hq^, 2002 ^ q?^ yRH't^d 
§cr>i4<4i qit cIPJ q^ ?^fi I” 

(^) ^ “5. :” 

(i) qq 2 # “(3?f^rqiqrr: 3#fqqTf^ qi ^qif^q qqiq q##)” qq ^ 

qnqqr; 

(ii) “^. - ” ^ 3r#T 3m 4 PiHf^f^d 3m:wf^ qmrqr, > 

“f^Tji_^ qrq 3i^qjilq ^ 4 3T^m r qrqq^, 2002 ^ q?^ 

fqq^ cTPj; q# ^ f 

(q^ ^ “7. qjTqaiieiPitp Pif^Riqj:” ^r 

(i) “^. - ” 3 T#q ^ ( 2 ) ^ qwm^ Rnf^f^d 3 Tq:^MTftm 1 %qT ^Jrrqqr, 
3T2itq :- 
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“1%apjT-^ iTFI ^ ^ ^ ^ 3T^r«fT 1 2002 ^ 

^ ^ ^ I” 

(XT) ^ “ 11 . :”^ 

(i) ^XT^ 11.1 ^ “^. - ” ^ 3T#^ ^ (3) ^ f^FTferfecT 

3m:WPr^ xsnxTTTT, 3T2it?r :- 

(ii) X3XI^ 11.2 ^ “^. - ” 3T#T (3) ^ PFlfcTf^ 

XiTt^ XJfTXnn, 

“1^xqxTi-W -m ^ ^ w ^r ar^r^ 1 ^5H^, 2002 % 

^ elH), ^VTl I 

(viii) ^ ’TPT 2 ^ WETRT Pl+^fclR^^ 3T^. > 

“ (•^ [rqxjy 1 3 tN^ ^ chRiq^ 3 FI ^ t 'fHFPf aftXT >H6iRi|^i|f, W 

gfk trf^, ^ ^ ^ XRTFTf^/^lcmW 

aik artexmx, ^i^fErr, xgtx^ ^ ^ ^ afk 

^ xrkq?r ^ Efft ^ 1^ ^ 

cp^ wrfM, ^ x^f^, armW ^ 

3TTf^, fuRc^ fk^x ar^g;^ ^ t^tf^rf^ wr afk ^srixt^f^ ^ ^ 

xk t I ^irsTTf^Tt^, arjWFr ^ arpnxpr ai-^pte 

■?rf^ acMl<l cfit M^fcl cT^ l^t^xrr ^[^<j|3Tt c^ f^^xTR ^ 

eqH fXT 3ff^ <^<a«i«£| <iici ^ xn^rk ^ 

MRR^f^4) akwaff cf^ ^ mRciRcI cp'^hi ancR^ afn^f^Rft 

^ ^ ^ 3r3^ cfrt akmaft cf^ aMiciRa ^ afk fcrRRtm ^ 

x3xi 4 arm^ wot cp^ ^ Rf^ ^ cpt afk xjqjOT fkxr xjiRr ^ 

TT^ afmfM ^ ^ Epff c^ RfRmki ^ ai^Ht^ tor ep^ ept ^cpiRrcPR 
\ 


f^aiTiT-2 ^ ^ ^ f^R 4 fnaft ^ ^ nRR 5 1 xj^l, 2005 ^ 

#ift, kf% 11 2001 ^ afmM ^ f^RTRki ^ ^ arpR 

w an I” 


[TR. 4 ■^-11014/7/2003-'Sh?R^;XTXt5Tft^^] 

xhiT y^«w 


fttUPUT : TJ^ ftrm Tl^m IT. T^-28/45--^.( 1), XTRi^ 21 iw=^, 1945 SRT 3TOftl<T 'Tt;' ^ 31^ ’ST^f arfinT 
RT?it«RX1T.^.fT. 174(3T) XTI^ 16-3-2005 ?TO P^i^I 'iqi «n I 
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MINISTRY OF HEALTH AND FAMILY WELFARE 

(Department of Health) 

NOTIFICATION 

New Delhi, the 30th June, 2005 

' ' ’ . .... ■ ■ . ■ •’■■!., •• • -.- 

G.S.R. 431(E).-Whereas a draft of certain rules further to amend the Drugs 
and C^osmetics Rules, 1945 was published, as required by sections 12 and 33 of 
the Drugs and Cosmetics Act, 1940 (23 of 1040), in the Gazette of India, 
Extraordinary, Part II, section 3, sub section(i), dated the 8*’ November, 2004, in 
the notification of the Government of India in the Ministry of Health and Family 
Welfare (Department of Health), number GSR 738(E), dated the 8**’ November, 
2004 inviting objections and suggestions from all persons likely to be affected 
thereby before the expiry of a period of thirty days from the date on which copies 
of the Official Gazette containing the said notification were made available to the 
public; 

And whereas copies of the said Gazette were made available to the public on 11-11-04. 


And whereas, objections and suggestions received from the public on the 
said draft rules have been considered by the Central Government; 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of 
the said Act, the Central Government, after consultation with the Drugs Technical 
Advisory Board, h ereby m akes the following rules further to a mend the D rugs 
andCosmetlcsRules,1945,namely:- 

1.(1) These rules may be called the Drugs and Cosmetics (5th Amendment) 
Rules, 2005. 

(2) They shall come into force on the date of their publication in the Official 
Gazette. 
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2. In the Drugs and Cosmetics Rules, 1945, in Schedule M, 

(i) After the heading “ Good Manufacturing Practices and 
Requirements of Premises, Plant and Equipment for 
Pharmaceutical Products”, in the “Note”, for the words “and 
no other manufacturing activity shall be under taken 
therein”, the words “and no other manufacturing activity 
shall be undertaken therein except in respect of units 
licensed prior to 11^^ December, 2001” shall be substituted. 

(ii) In PART 1, under the heading “Good Manufacturing 
Practices for Premises and Materials”, in sub-heading 

“1 GENERAL REQUIREMENTS”,- 

(a) in paragraph “3. Production area”, in sub-paragraph 
3.4, for the words “creation of recesses”, occurring in he 
fist sentence, the words “accumulation of dust” shall be 
substituted,. 

(b) in paragraph “7. Health, clothing and sanitation of 

workers”, in sub-paragraph 7.7, for the words “ clean 
towels, hand diyers”, the words “clean towels or hand 
dryers” shall be substituted; 

(c) in paragraph “8. Manufacturing operations and 

controls-”, in sub-paragraph 8.2.2., for the words “The 
ellective segregation of these areas shall be demonstrated 
with adequate records of maintenance and sendees”., the 
words “ The effective segregation of these areas shall be 
validated with adequate records of maintenance and 
services” shall be substituted; 

(d) in paragraph “8. Manufacturing operations and 

controls”, in sub-paragraph 8.2.9, for the words “ There 
shall be segregated enclosed areas, secured for recalled or 
rejected material and for such material which are to be 
re-processed or recovered” , the words “ There shall be 
segregated secured areas for recalled or rejected material 
and for such material which are to be re-processed or 
recovered” shall be substituted; 

(e) in Paragraph “25. Distribution records”, in sub- 

paragraph 25.2, for the words “ such that finished batch 
of a drug can be traced to the retail level”, the words “so 
as” shall be substituted. 
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(iii) In PART lA, under the heading “ SPECIFIC REQUIREMENTS 
FOR MANUFACTURE OF STERILE PRODUCTS, 
PARENTERAL PREPARATIONS (SMALL VOLUME 
INJECTABLES AND LARGE VOLUME PARENTERALS) AND 
STERILE OPTHALMIC PREPARATIONS”,- 

(1) In paragraph 3. Air handling System (Central Air condillioning).- 

(a) in sub-para 3.6, for the words “Grade C background 
and if necessary, under Laminar Air Flow work 
station”, the words, “Grade D background and should 
be handled in such a way that they are not re¬ 
contaminated” shall be substituted; 

(b) in sub-paragraph 3.10, for the words, figures and 
letters “shall not exceed 27 degree centigrade and 
relative humidity 55% respectively.”, the words, figures 

' and letters “shall be 27 + 2 degree centigrade and 
relative humidity 55% + 5, respectively.”, shall be 
substituted. 

(c) for TABLE 1 the following table shall be substituted, 
namely;- 

“TABLE 1 

The air borne particulate classification for manufacture of 
SLcriic piuuUCts. 


Grade 

Mnyimum number of permitted particles per cubic 
metre equal to or above 


At rest (b) 

In Operation (a) 


O.bpm 

5Mm 

0.5fim 

5)im 

A 

3500 

0 

3500 

0 

B(a) 

3500 

0 

3,50,000 

2000 

C(a) 

350,000 

2000 

35,00,000 

20,000 - 

D(a) 

35,00,000 

20,000 

Not defined 

■-.J£l_J 

Not defined 

(cJ_ 
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(d) in the notes, in para (a) for the words “Grade A; 
corresponds with class IGO or M 3.5 or class 5; Grade 
B with class 1000 or M 4.5 or ISO class 6”, the words 
“Grade A and B corresponds with class 100 or M 3.5 
or class 5” shall be substituted. 

(e) in TABLE III, under the item Grade C, for the words 
“usually at risk” the words, “unusually at risk” shall be 
substituted; 

In paragraph “6. Sanitation”-, in sub-paragraph 6.4, for the words, 
“where alcohol or isopropyl alcohol is used for disinfectants for use 
as hand sprays, the preparation of the same shall be done in bulk 
preparation area and the diluted solution membrane filtered into 
suitable sterile containers held in asceptic area”, the words “where 
alcohol or isopropyl alcohol is used for dilution of disinfectants for 
use as hand sprays, the preparation of the same shall be done in 
bulk preparation area in grade C” shall be substituted. 

In paragraph “8. Water and Steam Systems-”, in sub-paragraph 
8.9, the words, figures and letters “ The steam condensate shall 
meet microbiological specification of not more than lOcfu per 100 
ml. The condensate shall also meet IP specification for Water for 
injection and shall have an endotoxin levels of not more than 0.25 
EU/ml. There shall be a suitable schedule for the monitoring of 
steam qualit}^.” shall be omitterl 

In PART IB, under the heading “SPECIFIC REQUIREMENTS FOR 
MANUFACTURE OF ORAL SOLID DOSAGE FORMS (TABLETS AND 
CAPSULES),- 

(a) in paragraph 1, under the heading “General-”, in sub- 
paragraph 1.5, for the words, “Where the facilities are 
designed to provide special environmental conditions of 
pressure differentials between rooms, these conditions 
shall be regularly monitored and any specification results 
brought to the immediate attention of the production and 
quality assurance departments which shall be 
immediately attended to.”, the words “Where the facilities 
are designed to provide special environmental conditions 
of pressure differentials between rooms, these conditions 
shall be regularly monitored and any deviation shall be 
brought to the immediate attention of the production and 
quality assurance departments” shall be substituted.. 





(b) In paragraph **2. Sifting, mixing and granulation*’*, in 

sub-paragraph 2.1 after the word, “ extractors”, the 
words, “ or in a dedicated area for each operation” shall 
be inserted. 

(V) In PART IC, under the heading “SPECIFIC REQUIREMENTS FOR 

MANUFACTURE OF ORAL LIQUIDS (SYRUPS, ELIXIRS, 
EMULSIONS AND SUSPENSION),- 

(a) in paragraph **1. Building and Equipment”, in sub- 
paragraph 1.8, after the words “stainless steel”, the 
words “or any other appropriate material which is 
scratch proof, washable and smooth” shall be added at 
the end. 

(b) In paragraph “3. Manufacturing”, in sub-paragraph 

3.1, for the words “ Manufacturing personnel shall 
wear non-fiber shedding clothing to prevent 

contamination of the products”, the words 

“Manufacturing personnel shall wear wherever 
required, non-fiber shedding clothing to prevent 
contamination of the products” shall be substituted. 


(VI) In PART ID, under the heading ’"SPECIFIC REQUIREMTNS FOR 
MANUFACTURE OF TOPICAL PRODUCTS, i.e., EXTERNAT. 
PREPARATIONS (CREAMS, OINTMENTS, PASTES, EMULSIONS, 
LOTIONS, SOLUTIONS, DUSTING POWDERS AND IDENTICAL 
PRODUCTS)”,- 

(a) in paragraph 2, the words “The air shall be 
ventilated.” occurring as the last sentence shall be 
omitted; 

(b) in paragraph 5, for the words, “No rags or dusters”, 
the words “Suitable cleaning equipment and material” 
shall be substituted. 


(VII) In PART II, under the heading, “ Requirements of Plant and 
Equipment”,- 

(A) In paragraph “ 1. Eternal Preparations”-, 

(a) in item (1), for the words, “ Mixing and storage 
- _ ^ tanks (stainless steel);” the words, “Mixing and 
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storage tanks preferably of stainless steel or any 
other appropriate material,”, shall be 
substituted; 

(b) in item (2), after the words, “Jacketted Kettle”, 
the words, “Stainless steel container” shall be 
inserted; 

(c) in item (8), the words “ (Electrically operated)” 
shall be omitted; 

(d) after item 8, Under the heading “ Area.-,” after 
clause (2), the following shall be added, namely:- 

“Note- The requirement for ancillary area in this part 

shall not apply to units registered before January 

2002 .” 

(B) In paragraph” 2. Oral Liquids preparations,-” 

(i) in item (1), for the words “Mixing and storage 
tanks (Stainless steel )” the words” Mixing and 
storage tanks preferably of Stainless steel or any 
other appropriate material.” shall be substituted; 

(ii) after item (9), Under the heading “Area.-”after 
clause (2), the following shall be added, namely:- 

“Note- Ihe requirement for ancillaiy area in this part 

shall not apply to units registered before 1®*^ January 

2002 .”; 

(C) In paragraph “3. Tablets, 

(a) in the opening paragraph, for the words, “tablet 

machine”, the words, “tablet compression machine” 
shall be substituted; 

(b) in sub-paragraph 3.1, 

(i) in clause (a), in item (4), for the words, 

“Granulator”, the words, “Granulator wherever 
required.” shall be substituted. 

(ii) In clause (b), in item (5), for the words, 

“Dissolution test apparatus” the wordf 
“Dissolution test apparatus” wherever required.” 
shall be substituted; 

(iii) In clause (d), in item (i), after the words 

“jacketed Kettle”, the words “stainless steel 
container or any other appropriate material” 
shall be inserted; 
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(iv) In clause (d) after item (6), the following shall be 
added, namely:- 

Note- The requirement for ancillary area in this part 
shall not apply to units registered before 1®* January 
2002.”; 

(C) in sub-paragraph 3.2, under the heading “Area.-”, the 
following shall be inserted at the end, namely:- 

Note- The requirement for ancillary area in this part 
shall not apply to units registered before January 
2002 .”; 

(d) in sub-paragraph 3.4, the words “/dispersible” shall be 
omitted. 

(D) in paragraph “4. Powders.-”, 

(i) in item (5), the words “(electrically operated)” shall be deleted; 

(ii) Under the heading “Area.-”, the following shsdl be added at 
the end, namely:- 


“Note-The requirement for additional room in this part shall not 
apply to units registered before 1®* January 2002. 


(E) in paragraph ** 5. Capsules-” 

(i) in item (2), the words “ ( preferably semi 

' automatic or automatic filling machines)” shall 

be omitted. 

(ii) under the heading “Area.-”, the following shall 
be inserted at the end, namely:- 

“Note- The requirement for ancillary area in this part 
shall not apply to units registered before 1®^ January 
2002 . 


(F) in paragraph “7. Ophthalmic preparations.-”. 
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(i) Under the heading “Area.-”, after clause 
(2), the following shall be added at the 
end, namely;- 

“Note- The requirement for ancillary area in this 
part shall not apply to units registered before 1®^ 
January 2002.” 

(G) in paragraph “11. Parenteral Preparations.-” 

(i) in sub-paragraph 11.1, under the heading “ Area.-”, 
after clause (3), the following shall be added, namely 

“Note- The requirement for ancillary area in this part 
shall not apply to units registered before 1®* Januaiy 
2002 .”. 

(ii) in sub-paragraph 11.2, under the heading 
“Area.-”, after item (3), the following note shall be 

added at the end, namely 

“Note- The requirement for ancillary area in this part shall 
not apply to units registered before 1®*^ Januaiy 2002.” 


(Vlll) In Schedule M, after part II, the following shall be added, 

namely:- 


“Note 1:- There are certain categories of drugs such as 
chemicals and pharmaceutical aids, gauzes and bandages, 
medicinal gases, empty gelatin capsules, non 
chemical/mechanical contraceptives, diagnostic kits and 
reagents, medical devices, new dosage forms and their 
delivery systems, disinfectant fluids, antacids, raw-materials 
manufactured from sea bittern, veterinary biologicals 
including poultry vaccines, re-packing of drugs etc. for which 
this Schedule does not prescribe specific requirements of 
space and equipments. 'Phe Licensing Authority or Central 
Licence Approving Authority, as the case may be, in respect 
of such categories of drugs, have the discretion to modify 
the requirements of this Schedule, if he is of the opinion 
that having regard to the nature of the products and extent 
of manufacturing operations and for reasons to be recorded 
in writing, it is necessary to relax or alter them in the 




circumstances of a particular case and direct the 
manufacturer to carry out necessary modifications in them 
and the modifications having been made, approve the 
manufacture of such categories of the drugs. 

Note II;- In case of manufacturers licensed to manufacture 
drugs prior to the 11* December 2001, the requirements^of 
this Schedule shall also apply to them from l^* July 2005.” 


[F.No X- 11014 / 7 / 2003 -DMS &PFA1 
RITA TEAOTIA, Jt. Secy. 


Foot Note : The Principal rules were published in the Official Gazette v/de number F-28/45H (1). 
dated the 21 st December, 1945 and last amended vide G.S.R. 174(E) dated 16-3-05. 
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